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been introduced into interstate com-
merce by its manufacturer. If, for ex-
ample, a packer, distributor, or seller 
intends an article for different uses 
than those intended by the person from 
whom he received the devices, such 
packer, distributor, or seller is re-
quired to supply adequate labeling in 
accordance with the new intended uses. 
But if a manufacturer knows, or has 
knowledge of facts that would give him 
notice that a device introduced into 
interstate commerce by him is to be 
used for conditions, purposes, or uses 
other than the ones for which he offers 
it, he is required to provide adequate 
labeling for such a device which ac-
cords with such other uses to which the 
article is to be put. 

§ 801.5 Medical devices; adequate di-
rections for use. 

Adequate directions for use means di-
rections under which the layman can 
use a device safely and for the purposes 
for which it is intended. Section 801.4 
defines intended use. Directions for use 
may be inadequate because, among 
other reasons, of omission, in whole or 
in part, or incorrect specification of: 

(a) Statements of all conditions, pur-
poses, or uses for which such device is 
intended, including conditions, pur-
poses, or uses for which it is prescribed, 
recommended, or suggested in its oral, 
written, printed, or graphic adver-
tising, and conditions, purposes, or 
uses for which the device is commonly 
used; except that such statements shall 
not refer to conditions, uses, or pur-
poses for which the device can be safely 
used only under the supervision of a 
practitioner licensed by law and for 
which it is advertised solely to such 
practitioner. 

(b) Quantity of dose, including usual 
quantities for each of the uses for 
which it is intended and usual quan-
tities for persons of different ages and 
different physical conditions. 

(c) Frequency of administration or 
application. 

(d) Duration of administration or ap-
plication. 

(e) Time of administration or appli-
cation, in relation to time of meals, 
time of onset of symptoms, or other 
time factors. 

(f) Route or method of administra-
tion or application. 

(g) Preparation for use, i.e., adjust-
ment of temperature, or other manipu-
lation or process. 

§ 801.6 Medical devices; misleading 
statements. 

Among representations in the label-
ing of a device which render such de-
vice misbranded is a false or mis-
leading representation with respect to 
another device or a drug or food or cos-
metic. 

§ 801.15 Medical devices; prominence 
of required label statements. 

(a) A word, statement, or other infor-
mation required by or under authority 
of the act to appear on the label may 
lack that prominence and conspicuous-
ness required by section 502(c) of the 
act by reason, among other reasons, of: 

(1) The failure of such word, state-
ment, or information to appear on the 
part or panel of the label which is pre-
sented or displayed under customary 
conditions of purchase; 

(2) The failure of such word, state-
ment, or information to appear on two 
or more parts or panels of the label, 
each of which has sufficient space 
therefor, and each of which is so de-
signed as to render it likely to be, 
under customary conditions of pur-
chase, the part or panel displayed; 

(3) The failure of the label to extend 
over the area of the container or pack-
age available for such extension, so as 
to provide sufficient label space for the 
prominent placing of such word, state-
ment, or information; 

(4) Insufficiency of label space for the 
prominent placing of such word, state-
ment, or information, resulting from 
the use of label space for any word, 
statement, design, or device which is 
not required by or under authority of 
the act to appear on the label; 

(5) Insufficiency of label space for the 
placing of such word, statement, or in-
formation, resulting from the use of 
label space to give materially greater 
conspicuousness to any other word, 
statement, or information, or to any 
design or device; or 
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